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Nuclear Regulatory Commission § 35.315 

Subpart E—Unsealed Byproduct 
Material—Written Directive 
Required 

§ 35.300 Use of unsealed byproduct ma-
terial for which a written directive 
is required. 

A licensee may use any unsealed by-
product material prepared for medical 
use and for which a written directive is 
required that is— 

(a) Obtained from a manufacturer or 
preparer licensed under § 32.72 of this 
chapter or equivalent Agreement State 
requirements; or 

(b) Prepared by: 
(1) An authorized nuclear phar-

macist; 
(2) A physician who is an authorized 

user and who meets the requirements 
specified in §§ 35.290, 35.390, or, before 
October 24, 2005, § 35.920; or 

(3) An individual under the super-
vision, as specified in § 35.27, of the au-
thorized nuclear pharmacist in para-
graph (b)(1) of this section or the physi-
cian who is an authorized user in para-
graph (b)(2) of this section; or 

(c) Obtained from and prepared by an 
NRC or Agreement State licensee for 
use in research in accordance with an 
Investigational New Drug (IND) pro-
tocol accepted by FDA; or 

(d) Prepared by the licensee for use in 
research in accordance with an Inves-
tigational New Drug (IND) protocol ac-
cepted by FDA. 

[67 FR 20370, Apr. 24, 2002, as amended at 68 
FR 19324, Apr. 21, 2003; 69 FR 55738, Sept. 16, 
2004] 

§ 35.310 Safety instruction. 
In addition to the requirements of 

§ 19.12 of this chapter, 
(a) A licensee shall provide radiation 

safety instruction, initially and at 
least annually, to personnel caring for 
patients or human research subjects 
who cannot be released under § 35.75. To 
satisfy this requirement, the instruc-
tion must be commensurate with the 
duties of the personnel and include— 

(1) Patient or human research subject 
control; 

(2) Visitor control, including— 
(i) Routine visitation to hospitalized 

individuals in accordance with 
§ 20.1301(a)(1) of this chapter; and 

(ii) Visitation authorized in accord-
ance with § 20.1301(c) of this chapter; 

(3) Contamination control; 
(4) Waste control; and 
(5) Notification of the Radiation 

Safety Officer, or his or her designee, 
and an authorized user if the patient or 
the human research subject has a med-
ical emergency or dies. 

(b) A licensee shall retain a record of 
individuals receiving instruction in ac-
cordance with § 35.2310. 

[67 FR 20370, Apr. 24, 2002, as amended at 68 
FR 19324, Apr. 21, 2003] 

§ 35.315 Safety precautions. 

(a) For each patient or human re-
search subject who cannot be released 
under § 35.75, a licensee shall— 

(1) Quarter the patient or the human 
research subject either in— 

(i) A private room with a private san-
itary facility; or 

(ii) A room, with a private sanitary 
facility, with another individual who 
also has received therapy with un-
sealed byproduct material and who also 
cannot be released under § 35.75; 

(2) Visibly post the patient’s or the 
human research subject’s room with a 
‘‘Radioactive Materials’’ sign. 

(3) Note on the door or in the pa-
tient’s or human research subject’s 
chart where and how long visitors may 
stay in the patient’s or the human re-
search subject’s room; and 

(4) Either monitor material and 
items removed from the patient’s or 
the human research subject’s room to 
determine that their radioactivity can-
not be distinguished from the natural 
background radiation level with a radi-
ation detection survey instrument set 
on its most sensitive scale and with no 
interposed shielding, or handle the ma-
terial and items as radioactive waste. 

(b) A licensee shall notify the Radi-
ation Safety Officer, or his or her des-
ignee, and an authorized user as soon 
as possible if the patient or human re-
search subject has a medical emer-
gency or dies. 

[67 FR 20370, Apr. 24, 2002, as amended at 68 
FR 19325, Apr. 21, 2003] 
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